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EXHIBIT A 
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FOK TMZ DIStEEXCT OF COl-t^^XA 

Plaintiff^ ) 

) MXSC, No. G6~0O380tJR: 



SIOPURE CORPOEi^TlQM^ THOMAS -HOORS:, 
HOMaKD EICmi^M, and JAHE KOBER,- 



1/ Gilli.^m B. Conley., declare as follows: 

1^ I am the Dirsctor of the Di-v"ision cf Inspections and 
^©lllsn-ce r"DIs''0 in tlie Fgq4- ^nd Prii§ Admir.istration ('"^rDA'')^ 
Lte± for Biologies £val"yati-6n arid Rssearch pCBEE''0? Of"xlc© of 
Complian'ce and BiQlogic^ Quality- {"-OCEQ") . 

1.. X .have worked- for F PA .since 1995, and I liaire bsen in m^/ 
Ci!:£"ra-nr"_positi-on sinc^ .February, 2005 » Br^vx<>mly l s^rv^d as 
thSf t"h£@-£^ .Fr:pgram.-Sux^erll^rice Branchy on^- .ot the tw-o branches 
is- BIS. hB- thu Bitecmtr I am responsible for Rujneron's 
iB^pecfcior^/ re^view^- aad'" csi^liaitce functi^ss eji&cutsd by rsy 
staff. These lunctiDna iftcl>jde. the receipt" si^a r-eview of -seports 
of fataliti-es -relsited to .transfasicn or don&ti5S-- 6f.- blood a-M 
blood p.r-<Sdn-Gts ^ My office ^s6 r@C€iv®s and reviews Biological 
Product Deviation Reports (including nnman. Tissue and Cellular 
and Tis^ue-Bas'^a Pro^lisct' Deflation- Reports), whi<2h. ^re received' 
from msniix^ct^r^r-s upp-r*- th^ discovery of MSEi^f aetisrina 
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d^fiol-encies for prbdtict airaady in disttlbutioh. My staff wo-r^s 
^-lith o^tkBt CSEK -of f iceis to monitor and review ad^-arse ev-ent 
reports sM rs^^t^d as r\seds<* to protect the pub.i5„c h^^lth. My 
s'taff',alsa coordinaces pr^- snd post-approval inspections of the 
mant2fact«rers of biological products^ ^xscutes CBER'^s Bioressarch 
Monitoring pxcgrsm, tra-eks- and reports potential shortages of 
biological prod-ucts,. dsv^lops iri„'Spection guidance used by TD^.^^ 
Office of He-gulstoiry Mfairs (""OR^") i:^.i?©stigators/ writes 
i-nsp€cti"on assignments' either for ca^ise or for pre-spproval 
as®#-ssB^iit,. consult-s with.OEl^ r^gardirvg CBER products-^ and 
£03m-dnioa"t^^ with other federal agencies regarding their re^usssts 
to skars ir4o.rmatioi5..uEder CBEK'-^s. .po'i^irl'ew -as .^utboris^d by ■ 
■21 C.F,E, "§ 20'-S5-)- GBrrantly.- X supervise 14 Constimsr Safety 
Officer$r ipclt=dir?g two Branch Cl^ief?^ 

5', I ^m. CBER' B principal contact with respect to dQciim^nt 
shaxdrig purstisnt -to 21 G.f.E. ® 20.85; w.hich a,utiiori26s FDA. to . 
shax:^. docuiTiests viita. other £e?iersl agencies-. Oependi^.g on ths 
origin of the request for infos^matiou^ t'n© rsqtisst may come 
'directly -to me d^'-'may -come through ORIi-^.s Office of Emrorcersent 
("OE'*)- My st^f-f collects doc:qj*ien"ts responsiV:® to the request?' 
redacts, tyade s'ea-ret -tufpritiatidi^, 'and fs-rw-areis tise. ir^forma-tlpn to 
the r^.qufe-sting f^'deral a^.feacy with a coi'-s.r lett-er chat -explicitly 
defi£i©:S tTi-e: iiitiit;ations of that agen^sy^s '^sg of thsss doe^-iments . 

'^hat is, -becs^se- ■■silly txa^e 'secret l?>,foxmatioa was redacted^ the 
^oe-tiofeDts mav coiitaist other inforitiatic-n not puallcly reia-asable. 
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fri^^sfcrer the other- agency must seek FD-A*s authorisation to 
'tuttYi^x xb1^@-.bb documents- xec@i-y@^ tinder 2-1 C.F.B, § 20,85 and 
FD^. mus-t review each .document ^nd redsct other Bon-disclosable- 
intotEiatlQxi. including* bat ho-t limited to^ personal psx^j-ac^, 
deliberst.i^^ process.? ^nd confid^nti-al coHmercjlal infemation.. 
If the r^qu^^tittg tederal .ag^nc^ t^l^M^s £0 fujf-ther release tn^" 
d-c-cuia^nt^A we work with t-hs Office of Chief Co-ims>^l ("OCC";^ and 
i^ith OE to perform say p.scessary additional rsdactien - of the 
dc-eumtrits and to appro-re f-yrthsx release consistent with 
applicable 1b.^j'$ and tl>e -regulstions . Ws coBsul.t with CBER' s 
FK&sd<im o'f Tpjfotm&tion' .PffO'IA'-) staff in oi2r Office ox 
Qom^:aT}.i-c&/txons f Training nnH Manufactursts^ R@$i&taftc^ T'OCTMA"! 
Mben there are. questloi^s afc-o^t appropriate recia'Ctions* 

:s tr.om-CBSR- are^ to l^e provided :^ursuant to 
■t-CB.iR^^ FOIA staff in gat&e-ring such 
dooumsnt-s. 'How-eyer^ OCTM^ processes "all -redactions aild isapagss , 
the p^Qductlont 

■5. The. stat^'^ents -made in this "-dacJ^rstion sr=B based upon 
■is^' |js£;&o-aal feriowl^.'J^^s upoa IhforaiaLIoii maste kno%-n to -ius in if^y 
??x£iGisi oap-acity,, and tipc«:i- infc^rm^tion about 'm.i.Qh 1 ha¥e begcmie 



^. X a^i familiar wltb, the referanced ease and tUs Motion 
to Compel £il^d by Tlioir^s" B... Mej^sr^ {"M-^ors'^') . I ^m sware of tfe 
efforts. .mad© fo>' tDi^ to.-.pr-o-'/ide ■dseaEieats and testiinony to the 
rsiB^inina dsf^s^^d^nt-s, irtcludina Moore. 
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*'.. Oft -S®pt.ertiber 14, 2005^ the Securities -and tK^hauq^ 
CQtmi^Bion .pS-EC'') filed a ci-^11 enforcement actisn against 
.Biop^rs Corporation and ^b^^ts.! fotm^r and present of :f leers. FDI 
is n:ot a party to the case, l-lc-ws-iferr during the coui:s^ of ^C s 
itw^BtXg&tion' o.f Biopurs between 2D03 and 200S, i'DA providBd SEC 
with aocnments snd t^-etlncny from F0A employees after r-ecsi-"viBg 
■written requests for such information "from SEC pHrs-uant to FD^ 
regulations, 21 "CF-R. §S 20. 8S aiid 20.1. 

S.. Xn-20Q.S, purs:'aant to 21. C.?,R. § ZO.m and Fa%'-s 
instraGtipn®. .iiioltided ^^it.h th& docxiMm^Xs sent tt> SEG^ SEC as-ked 
F&^. -.for pe-rmi-ssion 'to ■i;^iea,se the doomm^tB tbst --SEC h.^<3" obtains*; 
,f rosi- S'pH.. SEC a.-ls& a^k^'d for permission to r^l^ass transcripts 
of- all depos.ltions taken of -ftik employees. F0A subseq/j'SBtly 
a-psx'ov-ed SEC^s reqU-ests? and pro'^ri^ed appropriately redacted 
Tersio-as- of' t-ha'-ddcsBsents to SE-C with- instr-aCtiiSns concerning 
theiK release to-pertiefe other than Siopuxe, Xt is my 
understaoditag that all suc-ii documents and transcript-s were 
tiltima-t^lY pzowi^^d to Moore -purstEant to s confident! aiity 
"agxeemer^t fo^^twee'n Hoore and Bi^pyrss'.. 

$■: On Msrcli 24^ 200S,. ifeore sabiaittsd.a request to sm fo: 
documents a^nd testiffiOBV lander 21 CF-.R- §'§ 2"0",;2 aiic^ 26.1. 
Moora^'s. r®q.ue$t. for docms^enss identified nine separate categoriei 
af .docdmeuts. S-imultsneoiisIy^ counsel f-or Moore, ismied. "third™ 
■gsartw ^abpd^nas for ^uch dG:G^nr^ents ^nd t-es-tiii*0B,y to tDA. On 
ilpril 3^ 200S,^ FDA informed Mo-or^^s counsel 'that, pursuant to 
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theh^applicablfe precedent concerning ths applicability of-R-ale 45 
to f^d^ral agencies, bis subpoenas ware un^nforcsafole on FDA.- B-Bh- 
also axpIalB.ea why complying ^ith the subpoenas would, fee -apduly 
burdensome. FD^.-aot^d, howeve.tv that Hoore^s requests for 
tes"ti"pcny and d'ccvsuiants pursuant td 21 CF.R. S§ 20.2" and 20.1 
's^oaldhe r^vi^wed in accor^arLce with agency ^roc-^dures^ 

10. Given the sit^atiOB <i«scri.b©d -In para.graph § above, SEC 
^tfcp'stpt^ci -to sKSJ^dits th^ r-el^ase of documents to ths dafsndants 
-by reguestin-g the do;siiments frois.FDH uncter 21 CF.E. S 20. S5 
■^^hij^ S'Lmultat^^o-4sly'.re0ti^f sting edi^^s p^rm-ts.sldn ■ t© furth'sr 
release th^ .doc^j^^rer^ts to ail the oefendants. SEG's- request^ 
4^ipi- Apxil 21, 2006, so-^ghf-as^sn ©f t.hs nin-« sat^gorlss. of 
documents- identified in Moore's re<juest to PBA and i-ncluded s- 
r'Ei^sist to fiirtlier irel^afee t!x« -docmter^t^. SgC d5;d not requ-^est 
Cl-;i ■-aoMaimieatldriS hetwesn ^m and SEC CGB.ceruxng- the- det endant-s 
in S-EC^s ca-s^r and -(t) doouments conc^rnitg the policy of in-tm~ 
agericy coop^raticB between .Fm and SEC. it wa© my ar^sirstandifig 
that-.tn^ doc^merstg pro¥i-d©d -to SEC y^ould thereafter be turned 
■over -to.'the'defsndaiitS' in SEC'^ case only after Biopara provided 
a r0les$« tfeat tlie ^ocuifients could be released to d^fsMants, 
such' as ■■Moore, who .are no longer Blopur^ ^mpioy^es, SEC s^^s 
s,ske4' fco. -pr^-^^ide- Fm with docymentation of Biopure's .release. 

11. Because SBC^'-s Ap-tli 21, 206^ ^request v?a.^ ^uomstted 
usder .?1,-C.F.R. -^ 20, S5^ my of'fics Mg-iS prima2;y xssponsifoil-ity for 
obtainiag pmpomlv^ ■Hocxm&nt^. Because sei^^sal of the r^qussts " 
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coXiCt,trmd p^r-rieula.r mh ampioyee-s, contacts were marfs as 
n^c:..e'SSJsry 'by spaailr phone^ 3.nd face-to-face with -^^^ch of those 
id#r.tifxed in th^ request. Eespon^iv© daGyme*its were collected, 
£eyiewed> and redacted as sppropxiate for fux-th^r xel^ass, 

12-. On J'an^ 28, 2006, FD^ provided SEC with approximataly 
400 .pag^s that 5iere respon-sive to SEC's req^iest for documents 
X2f^4er- 21 C,r,R» S 20-., §5. Iii -proFiding the- docmients to SEC, ,FDA 
note.d that: trade ^ecf^t in£orn4Kti.on -had been reda-cted froirs tb€ 
docuiDonts pursuant to 21. 1I.-S-*C. 3310)/ Sfhich ^rolixMts ths 
release of such Information. HoweveSjr deliberati^sr© process 
infax^ation was -not redacted .{because FD.^ waived tfee privilege); 
nor s-i^s confidential con5H&xclaJ, information belonging to Blop^sr^ 
redacted. SSG Kas instructed that telaas^ to defendants co^ld 
occur.' only with Biopure^ ^ tcr.ssht arsd the provisio?i to FDB of 
docuisentatioi^ o-f B'iopnze^s consent- 

13. Sh-c-rtly before".. these dd.cuasnts ^ero p.rorxdsd to SIC,. 
th'^ Court- of- Adp^al-s ,f&2r. the .0.e^- Clrouit i-3sue.d an .otd^T -In an 
■tinreiated ea-se- that held, thst tlie gover^^ment na® subject to Etile 
^S isntspoenas .. Thereafter^ tOh initiated a search far' doc-om^nts 
r^.s|>oaMve to the two- cstsgorx-es- -of 4ocnments that wsr-e in 
Moors-^-8 third-party subposnas feut.not in SEC^-s rsqti'sst to FPA 
pu-^"aijaiit to 21 C.F.R. S-20-t5. 

I.4.. Ou Jtjiy 28, 2-006, Hoo-re contacted FHii a^d the 
rJsparOEJ.e^.t of avistice PDOJ'') aad xequested t,n^ production of 
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■aad' 



-iS i i-'S 



!^lli::n *; 



[Hail attachments^- that 1^ 
^md sho'aX^ -hsv^ .been p.tovi($.md ■^itr4 raa/ $. - j*m.© 26^ 20G6 
g. Aft-er r©c«i\''in9 this request^ my office revie^^ed the 
oi isformaxion that had pre\?xously heen for^-ardea and 

p^ro'vided fhs eme-iX. m^-^^ags^ but 
d fba ^isaii ^tt^cbM^nt'S. My staff r©-cont£ct^ 
ded the original docameiits to obtain copies dt the 



i.iJ.XiiKa €1 



13* On ^„^igt3£t iO^ 20QS, Hoore filed s, 'TM^tion. to cois^^el in 
United -Staces Dist:tict Coort. fo.t the Oistrlct &t Csltt^ia. 
j^r0'"S -motion. Jested that SEC^s xe^m^st- to FD^ oiiittsd ts*.'o 
categories -of dsciaaseBts that were contain^ in Moor^^-^ snfcps^Bss 

(IS coii^unications fest^a^s "Fim and SEC co-i^eexBing .the defeadasts 
In' SEC^s; case.j artd 12) d6camen.ts concbrnlng -ttse policy of int^i^-. 



-V? fnif^tt 



-1$.^ Or., or about htignst- 17, 2006, FBA ptowid^d SEC with 
|5prroximat$ly 170 p&g^s- of additlor^l dociments fths m^s&inq 

i attachm^hts) that ^era gathtrss' in response to Mopr■e^s ^fuly 



2$, 2006, iBtt^r to m 



&.m 



wxtl^ 



^ sS ^.<^ ft.s 



Fuae^ gi, 2€I3 



irxformatioB, a^d SEC^s r^lsssB to the defsndan.t-^ was again 
SQBtis^a^t -spoil- BiO|^u-r^'s p.^"S.^^-X-^gse r^.^-iew and: conseat ^^ith 
resp.^st. to Its cK>nfidenti.al coirserci^l ififoxmatioa n^CCI'M , 
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1 K :ins=n T.J.T -;...n,=!: ■ 



17. Mditionally.. my offtc® mst with the FBh saiploysss 
Bansd ii^ Uoot^'' s request, to VBTify that all responsive .tsaterial 
been pr-oiduced, follonij^g- this meeting^ two -dmployees 

S3:i ^dditiOH-al ch^qk- of their f ii^s^ which resi^lt^d in 
Itificatipn ox additional doci2Ejs!?5t-s not pr^vio^asiy 
released-. Because tm documents were not limit^'d to BEC- b 
rsqua.5t u-Bder 21 C.F.H. § 20.85, but were siso responsive to 
Moore:'s subpoena's, th-^s^ docuitierxts w^x-e provided to CBER's OCEO 
for re^i@'^ and redaction before b-eing- released to SEC on 
S.^pt^riibe-r 14 axxd 22^ as desu-ribed in paragraphs IS-ZO of this 



^"nAT'f 



18. On Septeirfs.er 14^- £006^ the Department of dustlce 
■■j^ ori-hehalf of ra^, pro^ridsd caur.s^i- for Mooxe with- 2i)0 
pa-fss that were- resppn-siTs -t-a his- request for dociaiants 
concerning th® policy- of inter-^agency cooperation -bet-ween FDft ^nd 
S£€. ^> ae^ribed in par.agraph 10 of thi-s declaration, this was 
o^e' o'-x tfeB rvo s^te^o'icie^- of .cJoGtiasnts tt^st 'Was 1-dsjitified in 
Modrs^-s s-ubpceaas bat not Ib -SSC*.$ request to FPa p^rs^^Bt to- 21 
C.F/R. § 20.-85. Because the respmfil"^^ docism^nta ^ia not sioi^tain 
■any confidential commercial inlorM^tion belonging to Biop'^re, 
-theyw^re pro^ld^d directly t.o tbs Moors, 

l^. In- addition- to the -page's presided dirsctl.y to Moor^ ofi. 
S©ptsirS)er id, 2006^ FD^ aiso sb^x to" th^ SEC SSX pa-^ss £ar 

jn^at reissse to [■•loore. af't^r BlopTxre tfre-rsisasa r-^viaw and 
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agss also xnol^a^^^ 

's subpoena reqt-iest fo; 



co:n^ent to rei^as.e its CCI-. Ihe 581 
doc^'ameBt'S located in responsa tc 
coitim^ini cations between Tm, md SEC concerning th^ defsi^dant^. 
"which^ ss d^scxibsd in. paragraph 10 o£ this declaration^ was one 
of the two categories of docum-snts that had not been inclnded-in 
SEC's request far docamsnCs puxsuant to 21 C.F.H. S 20.85. In 
aad.ition^- thill release included docuinent-s , provided by one ot the 
FDA ©K^loye^s wh-o co.m>letsd a- s-upplemental search^- as described 
in paragraph 17 of this deciaratioB. 

additiorial pagfs -that had ]s^?aer. located by tks second FDA-.s^ployee 
who co2:j4i^cted a suppl@mes5tsl sgarch for dociisents. ?.ltheugh 
DGJ^s September 14 letter to Moors inaicatsd that. IIS pag^s had 
fosesn ^.eoentXy -gath^req^ only 122 wsre found .to ba respO-nsii^e asd 
noEt-^upiicatiT®, As with roA^s June 28, August 17^ an-d Septembe-r 
14 rel-eases, tSsss clocx^Bnents. ^^^ers redacted to protect' tra'de 
sa<sr^t iftformatior. aad farther release by SBC «a^ coatingsat ©& 
Biopur.e's consent to release its 
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t3.rBndnt t& 2% V.S.C-, § 174S, x- declare under the 
p-^Tjury tl^at ths f-orsqoing i® trus .and correct- 




pirscto^j Division ©£ Inspsctior^s aad 

Survelllasce- 

.Food anci- Drag Administr.atior. 

C-^riter for Biologic Bvsluation and Ees^arch 
Offics of Compliance and Biologic -Suaiity 



:ecutiad on Octotoer 3> 2006^ in KGck:^s■iil^, MD 



